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Philip Dahiq MD.
Prukknt
Gumkrscn LutheranMedal Center

● 1836SouthAvenue
bcro$$e,Wkonsin 54601

Dear Dr. Dahlbcrg:

We havecmbli~hcd that your facility(Gundm

Rcfa to MIN 974S

Clildc-spm 315w*oaksL
Sparta,WI S+656) conducted brcut cancermcning or diagnosis through
mammognphyacdtitiu prior to being certified by the Food and Dmg
Administration (FDA) as is requiredby the Mammography Quaii~ Standard Act
of i 992 (MQSA). This is a consequence of the fact that your fxility was not
accredited by an approved scucditation body, nor had your fadiity s~bmltted an
aaepuble apphadon to an appti acucdhion body u ISrequired by the
MQSA as a prerequisite to cmiflcation.

[nqxct.ional evtdcncc dated at your SparTAfacili~ on May 20, 1997,verified
that your dte purformcd rnammogmphy on 14 daya before receiving notice that
the siu had been certlf!ed by FDA Mammo~phy began at this site on
September 18, 1996, yet the site w not notlfkd that k had achieved provisional
certlfkatlon until MO p.m. on October 28, 1996, ‘this time lntewl included a
portion of time when your site Opefatad riot ta .ubtttlttlnc an app(icatlon for

e

Lucmii~tion to an approved xmdlting dy (American College of Radiology).
Your Sparta site hamsinca achiwed Ml cadfkation In March i997



P!Up W+ M.D.
jutu 6, 1W7

Youawdvt$dthat -8 Whout a certMut8 kuul by the
PDA&mn&whlundutheMQ$A Pdmninc~nwunogmphy wtthout ● FDA

~u~~~flu mdtil~~t iaqw$lo.~faftim
to obui.n ● anikm [42 UoSoC 263b(h)(2)(A)]. Future qxratbn d A
mmupphy MIity whlwc ● urtifbte my alm mule h Inputhno

Your N!spOnseshOuMbe 9entt07h0w w*cmm RAw0gblmakh
Spddsu hodMdDmgMminbuatkm,267S N, MayfdY RMCLSuite 200,
Milwati Wt 5322601305. If yw have any questions, Mr. Cwln an be
conuctcd ● (+14) 771~7167 x 12, mvta Internet ●u tgmA@vmfda,gvv

Skcrdy yout$,

Adng Dbtdct Dirtctor
Minneapolis Dlwkt

Twcd


